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DETAILED ACTION 

Election/Restrictions 

1 . Claims 17-27, 29, 30 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected Species II and III, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 8/27/08. 

Claim Objections 

2. Claim 28 is objected to because of the following informalities: Claim 28 recites the step 
of securing the members in an arrangement where the distal end region of the first tubular 
member extends distally beyond the distal end region of the second tubular member. The 
examiner would like to bring this to the Applicant's attention because previous claims recite the 
second tubular member extending beyond the distal end of the first tubular member. The 
designation of first and second tubular member is arbitrary, but for the sake of continuity 
Applicant may want to amend the claim. 

Claim Rejections - 35 USC §102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1, 2, 8, 9, 13, 14, 27 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Banka (US 4299226). Banka discloses a coronary dilation device comprising an intravascular 
catheter including a first tubular member 100 and a second tubular member 205, the distal end 
region of the second tubular member extending about ten or more centimeters distally beyond the 
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distal end region of the first tubular member (col. 2, lines 59-61, Col. 3, lines 21-45). The first 
and second tubular members are parallel and coaxial. See Fig. 3. Banka inherently discloses the 
steps of providing the first and second tubular members. Banka discloses the step of securing the 
first and second tubular member together in an arrangement wherein the distal end of the second 
tubular member extends distally beyond the distal end region of the first tubular member (col. 3, 
lines 30-35). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lee (US 
5368567) in view of Banka. Lee discloses a dilation catheter comprising an intravascular 
catheter including a first tubular member 21 and a second tubular member 20, the second tubular 
member extending beyond the distal end of the first tubular member, and a sheath 16 extending 
over a portion of the first and second tubular members. 

7. Claim 1 differs from Lee in calling for the distal region of the second tubular member to 
extend at least 10 centimeters beyond the distal end of the fist tubular member. While Lee 
clearly shows that the distal end of the second tubular member 20 extends beyond the distal end 
of the first tubular member 21, it is silent as to the specific distance. Banka teaches a device 
having a first and second tubular member, wherein the second tubular member extends at least 
10 centimeters beyond the distal end of the first tubular member so that the device can be used to 
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clear an obstruction. Both Lee and Banka are disclosed as being intended for the same use. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of invention 
to modify the device of Lee to extend the distal end of the second tubular member 10 centimeters 
beyond the distal end of the first tubular member as taught by Banka so that the device can treat 
an occlusion in a vessel. 

8. Claim 3 calls for the first and second tubular members to be adhesively bonded. Claim 4 
calls for the first and second tubular members to be co-extruded. Claim 5 calls for the first and 
second tubular members to be thermally bonded. At the time the invention was made, it would 
have been an obvious matter of design choice to secure the first and second tubular members in 
any known fashion. Applicant has not disclosed that adhesively bonding, co-extruding, or 
thermally bonding serves any advantage or particular purpose or solves a stated problem. 
Furthermore, one of ordinary skill would expect Lee and applicant's invention to perform 
equally well with any means of bonding the first and second tubular members because the means 
of bonding them does not affect the performance of the device. Therefore, it would have been 
prima facie obvious to modify the device of Lee to obtain the invention as specified in claims 3-5 
because such a modification would have been considered a mere design consideration which 
fails to patentably distinguish over the prior art. 

9. Claims 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Banka in 
view of Griffin et al (US 2003/0093059) or Lee in view of Banka in view of Griffin. Claim 10 
differs from the teachings above in calling for the first and/or second tubular member to include 
a support structure layer. Claim 1 1 calls for the support structure layer to be a braid. Claim 12 
calls for the support structure layer to be one or more coils. Griffin teaches an intravascular 
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catheter comprising a support layer 36 that may be formed of single coils, multiple coils, or a 
braid (page 2, paragraph 0017). The reinforcement layer allows the device to be inserted through 
the vasculature without kinking. Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of invention to modify the device of Banka or Lee to include a 
reinforcement layer formed of coils or a braid as taught by Griffin to allow the device to be 
inserted thought the vasculature. 

10. Claims 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over banks 
in view of Belden (US 5409455) or Lee in view of Banka in view of Belden. Claim 15 differs 
from the teachings above in calling for the first and/or the second tubular member to include a 
taper. Claim 16 calls for both tubular members to have a tapered region that are disposed in an 
overlapping arrangement. Belden teaches an intravascular catheter including a first 4 and second 
tubular member 5, the fist tubular member having a tapered region and the second tubular 
member having a tapered region 13, the first and second tapered regions overlapping. See Fig. 5. 
This tapered configuration allows the device to be inserted through the vasculature gently 
without damaging the vessel wall. Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of invention to modify the device of Banka or Lee to include overlapping 
tapered portions as taught by Belden so that the device can be inserted though the vasculature 
without damaging the vessel wall. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA A. BOUCHELLE whose telephone number is (571)272- 
2125. The examiner can normally be reached on Monday-Friday 8-4. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 5 17-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Laura A Bouchelle 

Examiner 

Art Unit 3763 

/Laura A Bouchelle/ 
Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



